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510(k) Summary of Safety and Effectiveness 

Diabctic nephropathy, which i s  accompanied by irrevcrsiblc kidney damage and 
pcrsistcnt proteinuria, is a major cause of death in pcrsons with insdin-dependent 
diabctcs mellitus and a main reason to initiate hemodialysis. Thcrcfore, detwtion of 
kidncy (glomerular) damage that is minimal and revcrsiblc is important. Micro- 
albuminuria is a condition characterized by increased urinary cxcretion of albumin in the 
abscnce of overt nephropathy. It has been rcportcd in scveral studies to predict 
dcvclopment of diabetic nephropathy and its mortality risk in both diabetes mellitus of 
insulin-dependent md non-insulin-dependent. 
Bccause micro-albuminuria may be reversible if diabctcs is well controlled, its early 
detection may be very beneficial in treatment programs for diabetes. 

Principlc of the method 
When a sample is mixed with Buffa and Antibody, albumin in the sample combincs 
spwificaaly with anti-human albumin antibody (goat) in the Antibody to yeild an 
insolubk aggregate that causes incrcascs turbidity in the solution. The degree of thc 
turbidity of solution can bc mcasurcd optically and is proportional to the concentration of 
albumin in the patient's samplc. 

Precision studies indicatc acccptablc values can be obtained on o day to day basis. The 
minimum detectablc lcvcl of this method is estamiatd to be 0.33 pddL. In comparison 
studies against the prcdicatc, Wako Micro Albumin B assay, a correlation cocfficient of 
0.9984 and a regression quation of y = 1.01 79x - 0.961 9 was obtained. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD :!0850 

Ms. Lori Creasy 
Regulatory Affairs Specialist 
Wako Diagnostics 
1600 Bellwood Road 
Richmond, VA 23237 

Re: k030320 
Trade/Device Name: Wako Autokit Micro Albumin 
Regulation Number: 2 1 CFR 862.1645 
Regulation Name: Urinary protein or albumin (nonquantitative) test system 
Regulatory Class: Class I1 
Product Code: JIS; JIQ; JJX 
Dated: January 29,2003 
Received: January 30,2003 

Dear Ms. Creasy: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food., Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual ,registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), 
it may be subject to such additional controls. Existing major regulations affecting your device 
can be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA 
may publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (2 1 CFR Parts 801 and 809); and good manufacturing practice 
requirements as set forth in the quality systems ( Q S )  regulation (21 CFR Part 820). 
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This letter will allow you to begin marketing your device as described in your Section 5 1 O( k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your 
device to proceed to the market. 

If you desire specific information about the application of labeling requirements to your device, 
or questions on the promotion and advertising of your device, please contact the Office of In 
Vitro Diagnostic Device Evaluation and Safety at (301) 594-3084. Also, please note the 
regulation entitled, "Misbranding by reference to premarket notification" (2 lCFR Part 807.97). 
You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 443-6597 or at its Internet address 
http://www. fda.gov/cdrh/dsma/dsmamain.html. 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
Office of In Vitro Diagnostic Device 

Evaluation and Safety 
Center for Devices and 

Radiological Health 

Enclosure 



Indications for Use: 
A urinary protein or albumin (nonquantitative) test system is a device intended to identi@ 
proteins or albumin in urine. Idetnification of urinary protein or albumin (nonquantitative) is 
used in the diagnosis and treatment of disease conditions such as renal or heart diseases or 
thyroid disorders, which are characterized by proteinuria or albuminuria. 
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